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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 
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Status 
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3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) 13 Claim(s) 1-29 and 40-51 is/are pending in the application. 
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5) D Claim(s) is/are allowed. 

6) £3 Claim(s) 1-5. 49-51 is/are rejected. 
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Application Papers 
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Applicants 1 Amendment filed June 25, 2007 is acknowledged. Claims 6-29 and 
40-48 remain withdrawn from consideration by the Examiner, 37 CFR 1.142(b), as 
drawn to non-elected inventions. Claims 1-5 and 49-51 remain under consideration. 

In the last Office Action claims 1-5 and 49-51 remained provisionally rejected on 
the ground of nonstatutory obviousness-type double patenting as being unpatentable 
over claims of various co-pending applications. The conflicting claims are not identical, 
but they are not patentably distinct from each other because the claims of the co- 
pending applications recite pharmaceutical compositions or formulations comprising 
rifalazil. 

Applicants again choose to hold these issues in abeyance. The provisional 
obviousness-type double patenting rejections of record of claims 1-5 and 49-51 are 
maintained over claims 43-45 of copending Application No. 10/948608; over claim 4 of 
copending Application No. 1 1/020870; and over claim 4 of copending Application No. 
11/008597. 

Claims 1-3 and 5 were rejected under 35 U.S.C. 102(a) as being anticipated by 
Rose et al., U.S. Patent 6,316,433, in the last Office Action. It was asserted Rose 
teaches pharmaceutical compositions comprising a unit dosage form of rifalazil in an 
amount at least of 1 mg or 5 mg for oral administration. See column 1 1 „ lines 38-53, 
Drug Formulation, lines 64, column 32, to column 33, line 4, as well as claims 1 1 and 16 
in column 34. 

. Applicants argue each of the claims require the amount of rifalazil contained in 
the claimed unit dosage form falls between an upper and a lower limit and does not 
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encompass the recited limits themselves. Further, Applicants urge Rose does not teach 
a unit dosage form or an actual dose of 0.1 mg or 5 mg. 

A unit dosage is a finite, discrete drug entity having a specific amount of that 
drug.' Such packaging is presently entirely conventional. Rose teaches a dose of 
rifalazil from 1 mg to 50 mg orally. Accordingly, Rose teaches a finite, discrete drug 
entity, i.e., a drug unit, having 1 mg of rifalazil. See claim 1 1 , column 34. The dose 
may optionally be administered orally in the form of a tablet or capsule. See claim 16, 
column 34. A clear disclosure of a 1 mg single dose is noted. 

Applicants' argument is not persuasive. The rejection of record of claims 1-3 and 
5 under 35 U.S.C. 102(a) as being anticipated by Rose et al., U.S. Patent 6,316,433, is 
maintained. 

In the last Office Action claims 1-3, 5 and 49-51 were rejected under 35 U.S.C. 
103(a) as being unpatentable over Rose et al., U.S. Patent 6,316,433, in view of 
Remington's Pharmaceutical Sciences . It was asserted Rose teaches pharmaceutical 
compositions comprising a unit dosage form of rifalazil jn an amount at least of 1 mg or 
5 mg for oral administration. See column 11, lines 38-53, Drug Formulation, lines 64, 
column 32, to column 33, line 4, as well as claims 1 1 and 16 in column 34. Remington 
provides motivation to prepare a pharmaceutical formulation for oral administration 
comprising an antibiotic having first and second dosage units with a higher amount of 
active antibiotic in the first dosage unit, as required by instant claim 50. Loading doses 
are used in many drug regimens when an urgent need exists to achieve a drug steady 
state. All pharmaceutical preparations that are dispensed to a patient are packaged in 
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pharmaceutical containers along with instructions for administration. The mere 
placement of instructions within a formulation comprising rifalazil would have been 
within the general knowledge of one of ordinary skill in the art at the time of the 
invention. Such a person would have been motivated to do so to promote proper use of 
the formulation to patients in need thereof and to facilitate patient compliance with a 
prescribed regimen. Providing such a formulation in a portable container, or in unit dose 
packaging, that can be transported to allow for convenient dosing, is conventional. It 
has been held that Applicant is not entitled to patent a known product by simply 
attaching a set of instructions to that product. See In re Ngai, 367 F.3d 1336,70 
U.S.P.Q.2d 1862 (Fed. Cir. 2004). The determination of an optimal dosing regimen is 
well within the purview of those skilled in the art through no more than routine 
experimentation. See In re Allen 220 F.2d 454, 456, 105 USPQ 233,235 (CCPA 1955) 
and MPEP 2144.05(11). 

In addition to arguments set forth supra, Applicants urge Remington provides a 
generic description of a loading dose regimen. 

Applicants' argument is not persuasive. A unit dosage is a finite, discrete drug 
entity having a specific amount of that drug. Such packaging is presently entirely 
conventional. Rose teaches a dose of rifalazil from 1 mg to 50 mg orally. Accordingly, 
Rose teaches a finite, discrete drug entity, i.e., a drug unit, having 1 mg of rifalazil. See 
claim 1 1 , column 34. The dose may optionally be administered orally in the form of a 
tablet or capsule. See claim 16, column 34. A clear disclosure of a 1 mg single dose is 
noted. 
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Remington is applied as a secondary reference to show a dosing regimen 
wherein a higher amount of active antibiotic is dispensed in a first dosage to achieve a 
therapeutic drug concentration quickly. Such loading doses, as taught by Remington, 
reflects conventional practice in that the first dose has a higher amount of drug and is 
followed by a second lower dose, considered to be a maintenance dose. 

A reasonable interpretation of a claim reciting " an amount between 0.1 and 5 
mg" would include a dose of 0.1 mg, as well as a dose of 5 mg. 

No claim is allowed. 

THIS ACTION IS MADE FINAL. Applicants are reminded of the extension of 
time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this Final Action is set to expire THREE 
MONTHS from the mailing date of this Action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this Final Action and the Advisory Action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the Advisory Action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the Advisory Action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this Final Action. 

Any inquiry concerning this communication or earlier communications from the 
Examiner should be directed to Phyllis G. Spivack whose telephone number is 571-272- 
0585. The Examiner can normally be reached from 10:30 to 7 PM. 
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If attempts to reach the Examiner by telephone are unsuccessful after one 



business day, the Examiner's supervisor, Ardin Marschel, can be reached 571-272- 



071 8. The fax phone number for the organization where this application or proceeding 
is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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